
543 

Food and Drug Administration, HHS § 184.1697 

and formulating of chymosin prepara-
tion must be either generally recog-
nized as safe (GRAS) or be food addi-
tives that have been approved by the 
Food and Drug Administration for this 
use. 

(b) Rennet and chymosin preparation 
meet the general and additional re-
quirements for enzyme preparations of 
the ‘‘Food Chemicals Codex,’’ 3d Ed. 
(1981), pp. 107–110, which is incorporated 
by reference in accordance with 5 
U.S.C. 552(a). Copies are available from 
the National Academy Press, 2101 Con-
stitution Avenue NW., Washington, DC 
20418, or are available for inspection at 
the Office of the Federal Register, 800 
North Capitol Street, NW., suite 700, 
Washington, DC. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe as a direct human food 
ingredient is based upon the following 
current good manufacturing practice 
conditions of use: 

(1) The ingredient is used as an en-
zyme as defined in § 170.3(o)(9) of this 
chapter; a processing aid as defined in 
§ 170.3(o)(24) of this chapter; and a sta-
bilizer and thickener as defined in 
§ 170.3(o)(28) of this chapter. 

(2) The ingredient is used in the fol-
lowing foods at levels not to exceed 
current good manufacturing practice: 
In cheeses as defined in § 170.3(n)(5) of 
this chapter; frozen dairy desserts and 
mixes as defined in § 170.3(n)(20) of this 
chapter; gelatins, puddings, and fillings 
as defined in § 170.3(n)(22) of this chap-
ter; and milk products as defined in 
§ 170.3(n)(31) of this chapter. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[55 FR 10935, Mar. 23, 1990, as amended at 57 
FR 6479, Feb. 25, 1992; 58 FR 27202, May 7, 
1993] 

§ 184.1695 Riboflavin. 
(a) Riboflavin (C17H20N4O6, CAS Reg. 

No. 83–88–5) occurs as yellow to orange- 
yellow needles that are crystallized 
from 2N acetic acid, alcohol, water, or 
pyridine. It may be prepared by chem-
ical synthesis, biosynthetically by the 

organism Eremothecium ashbyii, or iso-
lated from natural sources. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 262, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
human food ingredient is based upon 
the following current good manufac-
turing practice conditions of use: 

(1) The ingredient is used as a nutri-
ent supplement as defined in 
§ 170.3(o)(20) of this chapter. 

(2) The ingredient is used in foods at 
levels not to exceed current good man-
ufacturing practice. The ingredient 
may also be used in infant formula in 
accordance with section 412(g) of the 
Federal Food, Drug, and Cosmetic Act 
(the Act) or with regulations promul-
gated under section 412(a)(2) of the Act. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[48 FR 51148, Nov. 7, 1983] 

§ 184.1697 Riboflavin–5′-phosphate (so-
dium). 

(a) Riboflavin-5′-phosphate (sodium) 
(C17H20N4O9PNa·2H2O, CAS Reg. No 130– 
40–5) occurs as the dihydrate in yellow 
to orange-yellow crystals. It is pre-
pared by phosphorylation of riboflavin 
with chlorophosphoric acid, 
pyrophosphoric acid, metaphosphoric 
acid, or pyrocatechol cyclic phosphate. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 263, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington DC 20418, or available for inspec-
tion at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW., 
suite 700, Washington, DC 20408. 
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